
&y-26-00 16:54 From- - T-671 P.04/17 F-467 

CI’i’IZEzN PETITION 

A. ACTION aEQUESTED 

lacernadonal Elecaarahncal Chmniission (I%) 
601-l: M&ical El&cal Equipment 
601-l (1988) Pan 1: Gmmal requiremenrs for safery 
&siedmaNa. l(1991) 
Alnenm No. 2 (1995) 

The compljaoce date wilb Tbc Saadmd ser5kmh iu 898,12(a) is id.entifd af 898.13(a) as May 11, 
1998. 



Mdy-26-00 16:65 From- 
T-671 P.O5/17 F-467 

B.STATEMENTOFGROUIVDS 

Al&&we r~~zpec&lly rcquzsrs this compliance mriance due to the fact that d-pits having 
unplcycd all possible resources to gcr complemcl product ~a sod used by Cu~u~ers priorrOMay 
9, 2000, &is sfat; ef cwmra is not going Cc4 happen Al- Iin& its& in pos~ion of 
hundreds ofJ(iD and Madties tit will have m be disassembled and reassunblai wirb fbe *ted 
component muwed. Since ad&an4 swilizaticm may have tma be porfarmeq dre possibililry m..iscs 
that numy camp~wn~ orher than zhose af&cwd by 21 a pan 898 will also have TQ be 
discarded due UI their either nat being able to sustain a second sIpfilitapiop, or n4t being qy&%d KCI 
awQsin aaorbsr sreriliatibn process. These wive impacts will affect AI&awe bus r&y do no? 
begin TO accouat fix she mqative impacc that till be SusQLerxl by our Customers who will be 
deprived of the producrs tIxe~ nesd fi~r ti normal apezakms. 

2 



May-26-OU 16:55 From- T-671 P. 06/17 F-467 

FaxNumber 

Joseph A. Nrrhs 

847-785-33 10 

3 



May-26-00 16 : 55 From- _ 
T-671 P.O7/17 F-467 

1 . 

)ocusent Name: untitled 

LPOOlOl. 3 Cot 3 
QPADEv001S CFRAhls 

Label Inquiry 06:26:54 s/09/00 

Work Order 370. 323158 catalog btwiber Scv23mwDP 
Desxiption- . . - OPEHHEAm PACR - 
stat - W" Run Wirhput mD" Deleted 

Qry Per Co~poReslt 
1.00000 A29154SN 
3.00000 Aa93socar 
l.OOOOQ A29464AR 
1.00000 A8188AN 
1.00000 A8189AN 
X.00000 A8337ClU 
6.OOQOO A9015aW 
3.00000 A9349PN 
2.00000 A93SBlN 
1.00000 COHN286 
l-00000 CST-10042 
LOOOUO DPML 
a.Qoooo E25vsWsB 

FWShip Info 

Pan?: 5/S/ 0 2-e: 01:27:33 Is)r 



LpOO101.3 ca# 3 
QPAbEVOOlS Cm 

Labal 

Work Order 340. 333ZS8 
Dcntription.... OPEzJ REAm PACK 
Stat - 1lpP Run W$thout VP DeLelxxi 

Stat Part Qty Per colnponent 
01 1.000190 E2%7H 
01 1.90000 PC400-26 
03. 3.00000 GLf3412XR 
:1' 2.00000 5.00000 W653G f;Sl8&654 

01 20,00000 PmB403aAD 
01 l.OOQOP Rw-zaooB 
01 1.Q0000 008a74 
01 x2-aoooo a3_3112-001 
01 2.00000 0935280 
01 l.QOOPO lOOa 
01 ~,,OOOOO 101387-321 

~.oaooo 12325 
FSdhip Info 

T-671 P.IW17 F-467 
Miu-26-00 16:s From- 

ml. 7. LUUU , . ,,rl,.I 

lacument Yama s unticlad - - 

1nqulLry 06:26;54 5 /09/00 

Catalog Number SCW230K\rPF 

F/B - V" Piggy Back 
PS 

IwsCription BA 
PmL,c!L%~ PBTTlu BLD 1o’Emv 
fzAm,16Fr POLY TEaJp SPYSR 
sPJJG,4rI9" 12PLY GZE UNXV XRD 
SPWG,TAp 28x18" SQ FLD 3021~ 
SUT, 432s stmL 18” WON cc5 
!I!kT&,17X?l" CTTN PLF BLU m&D 
wAwE,sucT CmRL LVNT 
CNOLJb,34-O6Pr VEPS TAPR 'PI969 
TIE,CABLE LG IDCKING TBG 
sYR,suLB son1 IRE 
TIP CLNR,,mRY 
I2Ws7', 86ma TMCTTON 
cl!mA,20Pr ART ABCR 
FlO-Print 

Date: Sj9/ 0 TIUm: 07:27:18 AM 



Miy-26-00 16 :56 From- 
llln I. ,, &“I. . .r- T-671 P. De/17 F-467 

)oounent mmes untitled - 

LPOOlrJ2.3 COf 3 
QPAwvOOl5 CP&A#8 

Inquiry 06;26:54 5/QWO~ 

wark order MO. 
Des~iptbXb.~. g!:f"$?mT PACK 
Stat - qtp RUG Withoqt "DO IWetod 

Stat Past my p- COSpOn0W 
01 1. QOOQO 1319s4003 
01 1.00000 14DOZ 
01 2.00000 $4905 
01 1,00000 156O#Su; 
01 1.00000 20014X9 
01 2.00000 2584-63 
01 r.ooaoo 2c9aoa 
01 2.ooaoo 277935 
01 1. ooooa 30-006 
Gil 1.00000 3OaOl-DLFNS 
01 1.00000 305044LF 
01 2.00000 301048U 
01 1.90000 [Io1074LF 

n=Exit PS=Ship Info 

St0r 
Metb~ 

3 
S 
3 
5 
3 
2 
3 
3 
5 
1 
5 
5 
5 

P/B - “P” Piggy 88ck 
PS 

Desoriprion BA 
INSEBT, 86mn SMWT# 
npKR,sJcxnl VI0 WC TIP 34s 
Amy TR~y,aaFr 22" SUCTGLV 
MIL CbrTR,BOCT 2 MAC BW) GD # 
-,14G AORTIC ROQT Y/V= 
suT,s20 STEEt 24" %'I%' '%-6 
EO 'PAPE,. 5x4” ~P/~~o~ 
WIRErPACING APUL’I! TbFT as-& 
SPW,PNT 3/B” FM RLDa 
c~uu~,aem VSCL 2.5" WAY 
SYR,ZOarl LXJ YO/=LD 
BYR,60ml Lt, WO/Sm 
syR,%al LL WO/SHLD t 
Flo=Print FlZ-Previcnrs 

-- 

Pate: 5/9/ 0 Time: 0?:27:21 An 



May-ZG-00 16:56 From- _ T-671 P.10/17 F-467 

Docwent Wage: untitled 

LPooao1.3 CM 3 
QPADEvoo15 CPBANS 

Label 

Qty Per clpzapomnt 
2.00Qb0 32290-018 
a.aooP0 ~2290-011 
1.uoooe 32290-012 
1.00000 35-3445 
1,ooaao 371115 
2.00000 39s 
3-00000 399sIys 
3.00000 41-410 
IL.OOOOb 4800 
1.OD000 W532asva 
1.00000 ssTm5 
a.00000 s910 
2-00000 66ABP 

PS=Ship In@ 

cstaloq Mmber sCv23QmmP 

P/B - “PI’ Piggy Back 
PS 

Description Bb 
BI,D,#lO STR SU'RG C-STL 
BLD,#ll STR STJRG c-STL 
8liP, g1a S’l’R SUM c-STL 
Pm?cH,VA6C 4.5mm CLR 7" 
BLO,flS STR SURG C-L32 
cNC'tR,Y 3/8x3/8x3/8" 
S!rP~,SXW 35P 
!IZAY,3/4KldXZO" 
NE2,nwbm! SUPPORT 
POUcN,SmL WNT 5mil 
BAG,GLASSI:VE 2.75x3.75" FLbP 
BLP,NDL 3mm CUT EDGE 
~E,ropOPE$OR 23.5x35.37FOZ 
Flo-Print F12-Previd 

- 

Data: S/9/ 0 T-5: 07:27:24 Ml 



May-26-00 16:56 From- 
,,,,,I. , *--. I .. - T-671 P. 1 l/17 F-467 

bocu’laent Names untitled - 
LPoDl0a.s Co# 3 
QPADw001s am= 

Label ZaquiSy 06:26:54 5/09/00 

Worlz order No. 323LS1 Caralog #Umber SCV230Rt7DB 
Description..,, oPz!$I HEAM’ PACK 
star - "Y" man Wthout '9" Deleted PIB - V1' Piggy Baalc 

srer PS 
stat Part 

01 
01 

ao: 
01 
01 
01 
Da 
01 
01 

P3=sxit 

Qty Per 
1.00400 
1. OOOPO 
2.00000 
2.00009 
2.00000 
1.00000 
2.000ocl 
1,00000 
2.6OODD 
1.00000 

66513 
66978 
88-294513 
as-SSOS64 
81-S7LO59 
9m4070 
950-8048 
9606-48 
9999 

Hsthod DescriPtiOn BA 
~P~,IObOPfU3P L7.62x35.38Fo 
DR?W,lODOPEDR 35.38x33.3 8PO 

3 'p8cz,S(32~ 20' SUCT 
5 ‘PBG,~IwII l-811) Sum N/C FblL/PN 
5 cMj#R,f6R THOR 20" STR 6WE 
5 CATf?R,32Pr TEOR 20" R/A 66yL: 
5 
5 

YkNKR,SLB T'IP WWaTRL =ff"ff" 
smm,sTX FLAT 1.5" GZB 

5 STCIWT,~"X~' 2PLy 
3 sucxEs,13" TsJTzubc’ARa R6D A#G 

P5Mhig Tnfo rzoqrinr 

Date: S/9/ 0 Times 07:37:28 AU 



May-26-00 16:56 From- ~ T-671 P.lZ/lT F-467 MA 1 2. LUUY , , ..‘“” 

:aamhx Name: qncitled 

.;00401.03 3 Converta~~/Cuetom Sterile - Charlotee 
;?Alxvo 0 03 L&e1 Prinr - IaquirY 

7:36:58 s/os/oa 
CSMRRB 

eJrk Osder No. 350917 
FIELD OPEN IEAST pm 

1.0o000 
1.00000 
1.00000 
2.00P00 
3.00000 
~.OQOOO 
5 .Qooao 
1.00040 
2.001100 
7.00000 
1.00000 
2.00000 
1.00000 

Al&M 
Ae3a5 

9%fa" 
CST-3OR 
E1450GmB 
FG71-a462 
ncs20 
MSM20 
&3x431-XL 
PCP40 
psaoo9 
PlWS 

FEeShip Info 

Daecrlpcia 
c,RvY DTY 
CJVY DTY ISO-BAC/BEm 
zQE,LG 711x85” 
IP,LIGAT 6s MD/= 6 EXTRA 
A?i,2@.75%9 c 0-a 
E-D&E&D 2175" COATED 
THR,22Pr URRTX REP RBR 
PO,STPLR #20 SM O-1/8" 
po,sTQI*B 420 SH $-l/e'1 Ti 
PCIC, 3-WAY SNGL M IJJ 
~~X”IJ,P’I!FE ~/16~3/16~3/6~Sa~ 
G,Sx7” 2mf1 
KR, S#fN VI0 

MW3%.-. 
FlOmE'riPC F12~Rfk%Uzn 



May-26-00 16 : 56 From- __ T-671 P. lW7 F-467 

. 

jocument Name: untitled 

LP00401.03 3 Canvercozs/CUstOm Sterile - Charlott:e 7:36:58 S/Us/W 
Q'pADFmOQ3 Label Print - Inquiry c9MPRa 

Work Order No. 350917 
Description.... MWFII~ OPRW HEART PACK Cacalag l!JUHtb@~ ~CV22MPBM 
Stat - ~yn Run Without ~13" Peleced P/B - NPll Pig* Back 

Ric stsr P s 
Parr coawzaenf Method Description a a 

a 
1 
1 
1 
1 
1 
1 
1 
1 
1 
1 

-1 - 
1 

1.00000 W3ib 
-05200 YR3051 

l,.OOOO9 0075 
2.00000 PO-77 
1,P0000 91031 
a.00000 01039 
3.00000 0198 
l.OOcLcIP 03055 
1.00000 0402 
~bimao 1000006 
I. OOOOO 11009010 
a.obDOD 126ONSLG 
4.00090 15204-00X 

3 
3 

: 
5 
5 

z 
S 
5 

: 
3 

P’ c?um,cTRY 
CKER, 13 v IWJU4UUY RGP ANC; 
L -,6OCT 2 MAG RED #S 

F3=Exit PS-Ship Info 

. 

Date: 5/9/ 0 Time: 03:37;e2 AM 



May-26-00 16:57 From- T-671 P.14/17 ~-467 

A@ em 

LPoo4ol.o3 3 
QPADEiv0003 

Cozwercors/Cuscom Sterile - C&arlWW 7:36;58 S/09/00 
L&al Print - xnquiq csMPRJ3 

Work order No. 350917 
Description.... MAYFIELD OPBN HEART 
scat - We fun ~~~houcl ~~11 Peleced 

Kit QW 
Part PCIZ comgonenc 

1 1.00000 2Cf627 
1 3.00000 200433 
1 1,OClOOO 36350-510 
: a.00000 30t036LF 

1.aaooo 30104I3LP 
a 1.00000 303097LF 
1 1-00000 303010 
1 1.00000 304134LF 
1 1, aooao 319lB27US 

: 4.00000 2-00000 32290-010 3a250-ou 
1 1.00000 22290-021 
1 2.00000 371115 

Fl=Exit PS=Ship Xnfo 

PACK Catalog Uumbsr SCrV22MFBAG 
P/B - rP” Pig= Back 

Srer 
Method DeacripCfoa 

i 
T,IV =T 35” !U m/CSJ’@ 
L,2%3%1.25* RBD AL SUB 

: 
G, 8x10” 2mil 
R.6Oti LS w/sl&D 

5 R,tOml LS wo/smD 
5 R,3ml LS wo/smD 

5 
L,aSGx5/8" REG BLU PWIS IW8 
R.cwrRL lam1 LL wmm L/F 

3 L,l8G 3cm Pm= NO WINaS 

E 
D,#lO sm StJRG C-9% 
a,#11 STR SURG c-STL 

ii 
D,#21 STE SmG C-STI, 
D,#lS STR svw c-s?% 

FlOsPrint 
More.., 

FlZ-ReWZTJ 

Dice: 5/9/ 0 Time: 07:37:45 AX 



May-26-00 16:57 From- ,,, , - - - . . T-671 P.15117 F-467 

. 

acunenc fame: uncicled 

L~oo401.a3 3 
QPADEVOOCO 

Convercora/Custom Sterile - Charlocce 7:36:58 s/as/4cl 
Label Prinr - kquiry CSMPRB 

Wcrk order MO. 35osa7 
Pescsipcion. . . - bgLYFTEWI OPEN EZEART FACK 
Stat - *by Rw without VW Drleced 

Caralog argtzr SCV22MFI3AG 
- "PP piggy B'ack 

Kit 
%: 

Seer 
Tart Comgontxht Merhod Descriptioa 

'rHxL22Gxl" N BLE a 
1 
I 
1 
1 
1 
1 
1 
1 
1 
1 
1 

~.00000 
1.00000 
1.00000 
1.00000 

160000 
1.00000 
3 IO0040 
1.00000 
1,00000 
1,Q0000 
1.00000 
2.00000 

381123 
38L267 
3900Q5B1 
8OS6 
492020 
SM722RV6 
SSTIcl5 
SQSSS 
65-2017 
79eC6 
9034870 
9So-e278 

3 
5 
5 
3 
5 
5 
5 
5 
5 
3 
S 
5 

F3dxic P54hip Tafa 

naw s/9/ 0 Time: 07r37:a AM 



May-i%-00 I6 : 57 From- - - _ T-671 P.16/17 F-467 

LE’DDl.Ql.3 cog 3 
QPADEvQOl5 CPgRWB 

Label 1nq-u-y 06:2311% s/as/so 

Work Order Ho. 323548 Cafalog Number SAcJ2lPCBJ;ue 
Description...- PACEKAmR PUOS PACK 

‘stat - Vn Iam Without stDBt Deleted P/B - 1lPJJ Piggy Back 
St02 06 

star Part QW Per coraponcnt &!thod m8uiPtson BA 
01 
01 
01 
01 
01 
01 
01 
Of 
01 
01 
01 
01 
01 

FD=Ekit 

i.imOPD 
1.00000 
1.0000a 
a, 00000 
2.c)oooo 
4.ODDOP 
2.00000 
am00000 
1.00000 
I l OOOQO 

4.00000 

1. OQOOO 

1.00000 

A2902ocN 
A4024 

t::s”x 
AB5ilOBbl 
AH54DlbS 
A904 1AN 
BPS%27 
WI-904OLF 
CST-3 OR 
Pw!cB003-RAD 
10390~010 
1josrs 

FwShip Info 

w4~~,-5as~~anpAs iooxaa2m 
CSR, BIO-SHLD XT 
ScRUU TRAY, SJtXW PVP-I: GEL 
m!c,VHFO&D~D 
TuL,ABs WI 
Z!WL,l7%26" #-A56 ADH 
GCJUN,XI, STB% RRE!C=i, IMO SLV 
mJL,25GXl. 5” BEG 8LU 
BAkfpBAG,26’ DEEP CLB LTX/= 
TRAY, 2X4.75x9” GRGANI2ER 
WL,l;lac27" CTTN FLI? BLZI S&D 
BAG,BEDSXDE PAPER 
PNCL,CTRY RKR SUT ?'K&'pR B&D + 
PlQ=Prizat PaZ=Prevlous 

Date: S/9/ 0 Tkne: b7:23=31 Aw 



May-26-00 16 : 57 From- T-671 P. 17117 F-467 

roc&& fame: unsitled 

Label Inquky 06:23:18 s/09/00 LP00101.3 Co# 3 
QPAZZ!VUOl5 CPwa 

Catalog Number SAW2 1PCBeE Work Order No. 
Description.--. ;::i$,ik3 PBP6 FACE 

qp sun without wWm *Deleted P/B - "P" pigqy Back stat - 
PS Stez 

Stat Part Method peEiCX+ptian BA 
01 5 SYRJOrn1 u wo/sHLp 
oa 5 6!fR,lOml Ls wopm 

01 1.00000 SM2024V6 
5 pouCH,sTRL VNT Smil 

01 l.ODOOO 52.59 
5 mu 22Gxa.S" HYFO SIEl' BVL 

cA&Zt 6' SURG EXT GIG CttP 
01 1.00000 54558 

5 
01 1.00000 7148 5 SpNG,ixl" 16PLY GZE W XBD 

m=Exir F5-Ship Info Flo=Print pu=previous 

Date: s/9/ a Tixt8: 07:23:35 AM 



From- _-_ T-671 P.O2/17 F-467 

May 24,200O 

Mr. Stew= CIumpIer 
O&e of Compliance 
US FDA 
Rachrips; Maryland 

Re: Citizen Petition co nceming compliance to the Henrode Lead wire Srandurd 

Dear Mr. Crumpler: 

Pursuant to our relepbane conversation rhil morning I would like to provide you with 
the fbllotig additional kfkmatian regatiing our Cirken Petition dared May 8,2OOO. 

1. The Petition id&es “Convenience Kits and Trays” and “Procedure Modules”. 
Convtienee Kirs and Trays are produets coming out ofour Allegiance Custom 
Rerile business. The Kits arul Toys are comprised ofvarious “cmupone~~~“, some 
of which may be medical dwicen in and of themselves, selecred by rhc C!ummcr 
and arranged OA a tray by AUegianee. The assembled pay is then fkher processed, 
i-e., sterilized by Akgiance readezing rhc entire ensemble sterile. 

l’be Procedure Modules are producta coming out of our Aliegianee Procedure 
Based I&livery Symcm (PBDS) business. The Pro4ure Modules are cotipriscd 
once again of “componen@“, some of Wch may be modkal devices, selected by 
the Cusromer. In this innance the Modules, as an ensemble, are nor debar 
processed, i-e., sterilized by Allegiance. Ti may, however, =nti s&rile &JYU 
that were scerihzed by their manufkcturers and which are pa&~& in their own 
sterile pa&aging. The Procedure Modules may cantain all of the iteu~ rhat a 
padent may need for a particular hospital sray from barbrobe and slippw5 to 

complicated medicsl devices. For example2 a Convenience Kir may be iaeb&d in a 
Procedure Module as a compo~lenr. 

2. The roral monbtr of completed Kits and Trays and Modules presexuly at our 
PaciItics is appr”dmately 7.50. Of rbis number approximately 650 are sterile Kits 
and Trays. The remainin%, apprMy 100, areRocslurel%dules rba& 
ahhough completed, are non stkk As arpw &cre mq be snmc EMle 
componrnrs in rber3~ cclmplti ProreBur: M&lcs. 



May-26-00 16:54 From- _ - T-671 P.03/17 ~-467 

LJndert$wding, room our discussion, rhe fan tbar rhe requirement for restezilizatioD may 
*l .-- be the justiWtion for grandag the requested compliice variance, it may be 

appropriate, as a rationale, to gant the variance soMy m those ~oduc~ rhat would 
require re43wiha~on after rhe &med eleamde. for aiample, is removed. Ifrbis 
swnaio were adopted the 650 Kits and Trays r;Onm;ng cmx ofAU&a~m Cusma Sterile 
would be exempted because all would rex@re r-on and possibly s~mc ofrhe 
Akgiance PBIX Modules, rhose thaT may con&n an efkted ekuode in a derile Kir, 
would be under the varimce. 

Please do no1 hesitate to contan me again, iffustk infpimadoa is required. 


